Apptevad by FUA vo 12294

oll Pharmaceutical Company i rapart ¢ -7 -
USAD000670
iF Dist report A -

T i

¥ THE FDA MEDICAL. PRODUCI'S‘REPORTING PROGRAM ' Page 10t 2 : A o se o
A. Patie ormatio C. Suspect medication(s)
1. Patient identifier 2. Agc at tigne 3. Sex 4. Welgpt 1. Name (give labeled sirength & mirflabeler. it known)
of svent: &3 s !
i or —— i r—l female Tos n__ v:l:cc:ztf e . .
) of T
in confidence o bicth: - & mae UNK _ygs | |2 TYLEWOL ]
B A R N o 2. Dose. frequency & coute used 3. Therapy dates (if unknown, give duration)
o tromto for best seamata)
1 TAB UNK PO 24-FEB-94 to UNK
1. [<] adverse event andior D Product problem (e.g., delects/malfunctions) n_ o " - °
2. Outcomes attributed to adverse event 1 TAB 0 -
{check afl that appY) D disabikity 2 T UNK P B [ 24 APR-94 t:o UNK
. 4. Diagnosis for use (indication) 5. Evenl abated after use stopped
@ death 05/06 /.N ~ D congenital anomaly " . or dose reduced
) s required intervention to prevent oo | Y. . Y4 ,
D life-threatening parmanent impairmenydamage * :] yesl lnox :oesnl
- . —— 2 _—_—-BQN-..
X nospitatization - initial or prolonged {1 other. »” — i ;
. - 6. Lot # (il known) 7. Exp. date (it known} 1 yes— nolX] ca!oesnt
3. Date of . . 4. Date of - 1
overt 04/26/9¢ Wisreport  01/29/99 o WK |nUnkRe 8 fm;;;g:;"‘ shter
moidayiye) {mo/duyiyq)
- - UNK Unki
§. Descrine avent or problem «? »2 Unknown _qn D yes nox doesn't
9. NDC # - for product problems only {if known} ___apply _
Acidosis; centrilobular necrosis; " NI 2 NI ' yesl:l noX doelsm
. . _apply
cholestasis; gastric and bladder hemorrhage; 30, Comcomitant medical praducts and theraoy dat de
splenitis:; bronchitis and pulmonary ; RE
congestion leading to death Name: none Dates:
LITERATURE STUDY
Notification via litigation of case

summaries provided by physician/author of G. Al manufacturers

] literature report (NEJM 1997, 337, 1112-7). 1. Contact office - nema/eddress (& miring site for devices) . . | 2 Phone number
SN Information provided based on extracted data | ixnoll Pharmaceutical Company S e ‘25'2500
from medical records of patients 3000 Continental Drive - North o 3. R.Mm,e. -
hospitalized for acetaminophen ingestion Mount Olive, New “"f(oma -123¢4 {chack il that apply)
between 01-Jan-1992 to 30-Apr-1994. RechevA [r:_Jforeign
According to abstracted data, a 43-year-old 1 study
fasting male with history of alcohol abuse - FEB 0OR 1999 B wrerature
and three- (3) day history of nausea, ) _[]°°"s”"‘e'.
vomiting and fever ingested unspecified — mlmﬁiﬁ%&; i b Ls‘ TILPET A :;f:f‘g;sb nal
doses of Tylenol and Vicoiiin for flu-like T rordeviy) (A)NDA, 88-058 D user taciity
symptoms and abdominal pain. On .' B 02/05/98 ND® r‘many A
6. Astevant tests/lsbaratory dats, including dates o 1O protoce! # 1 eas B :::::::{awe
26-Apr-1994: creat=3.0, AST=5480; ALT=225; . pre-1938 [ lyes | [ ]other
AP=181; bilim8.9; GGT=249; TP=6.6; Alb=3.9; 7 Trpeolrepon ' oTC
. (check alt that apply} D yes
PT=55.9; NH33272, acetimophin level=5; ETOH ; product UNITED STATES
level=neg. 05-May-1994: Creat=6.5; (O sy O 1502y PRy P e e T
AST=160; ALT=129; AP=59; bili=31.4; GGT=84; (1 10-aay [ perodic ACIDOSIS NOS, HEPATIC NECROSIS,
TP=4.5; Alb=2.3; PT=37.8. May 1994 * [ it TX) totlow-up #1 | CHOLESTASIS, GASTRIC HAEMORRHAGE,
o ) . SPLEEN DISORDER NOS, BRONCHITIS
7. Other relevant history, including preexisting medical conditions (e.g.. allergies, race, pregnancy.] | ¥ Mir. report number . NOS, PULMONARY CONGESTION,
smoking and aicohot use, hepatic/renal dysfunction, etc.) GSA000E70 URINARY BLADDER HAEMORRHAGE, *
Poor nutritional status histo of delirium ‘ e
and tremors in 1990, hi;cory o:Yalcohol E._Initial reporter
1. Name, eddress & phone #
abuse; last drink 3 days prioxr to admigsion, pr.
denies history of IV drug use, history of
ETOH consumption; 12 pack/day; autopsy
report revealed; no apparent cirrhosis, *
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B.5. Describe event or problem

{continuation:] 26-Apr-1994, patient was admitted to ICU with lactic acldogis and oliguria. Patient later developed
portal systemic encephalopathy, acute respiratory distress syndrome and coagulopathy. Patient was treated with
acetylcysteine and put on dialysis. According to extracted data patient axpired on 06-May-1994. Diagnosis upon death
includes centrilobular congestion and atrophy consistent with centrilobular necrosis, severe cholestasis, and
mucosal hemorrhage of stomach and bladder, splenitis, bronchitis with tracheitis and pulmonary congestion.
was no cirrhosis noted. No further information is expected.

There

Pollow-up #1 (25-Jan-1999): The hospital admission note revealad the patient took 2 tablets of Vvicodin and 2 tablets
of Tylenol 2 days prior to admiﬁtion (24-Apr-1994). The patient presented with dacreased systolic blood pressurse
and acute hepatic failure. The treatment plan inclu ad antibiotics. The final autopsy report listed the principal
diagnosis as massive centrilobular hepatic pecrosis, diffuse alveolar damage of lungs, exudative phase, and

broanchopneumonia

©.6. Rslevant testsAaboralory data, including dates

{continuation:] MBsAg=neg. a-HBc=neg, a-HVC=neg, ANA=neg

B.7. Othes ret t history, including p Isting medical conditions {e.g . allergies, race, pregnancy, smoking and alcohol use. hepatic/renal dysfunction, etc.)

{continuation:] the presence of ascites, muscle wasting and tosticular atrophy are consistent with the otfect" of
chronic liver disease

C.4. Disgnosis for use {indication) (Suspect #t)

o,

7’?bdonlnnl pain, flu-like symptoms

C.4. Dimgnosis for use (indicati ) {Suspect #2)

abdominal pain, flu-like symptoms

' G.8. Adverse event term(s)

{continuation:] OLIGURIA, ENCEPHALOPATHY NOS, ADULT RESPIRATORY DISTRESS SYNDROME, COAGULATION DISORDER NOS,
HYPOTENSION, HEPATIC PAILURE, LUNG DISORDER NOS, PNEUMONIA NOS
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